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NEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, IPHHAMAYOINHHA NEKJIAPAIIAIO O COOTBETCTBHH

AO "Canogpu Poccur"

Caedenun o, e:immpayuu opzanusayuu: Mexcpaiionnas uncnexyus ®edepanvroil Ranozoeot cayxcbor Ne 46 no
2 Mockse 01, 1 2008 Or'PH 1027739079940, oama npuc@oeuw: OT'PH 19.08.2002.

cpedcmeo; Jlozan, mabremxu nokpeimbie nieHouHou obonoyxoti 50 mz 10 wm., ynaxosku

pHbie (3), nauxu kapmonnvie, PY Ne IT N015897/01 om 30.11.2009 (0ama samervt

' a AO "Canogu Poccun”, cepun 2510919, napmus 49581 ynaxosox, zoden 0o 31.08.2021,

npouaeoacniw ‘ !Canexa Dapmaceiomuxanc a.c., Cnoeayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,

920 27 Hlohovec, Slovak Republic, koo OKITJ2 21.20.10.142, ko0 TH B3J{ 3004900002,
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085349437 om 08.10.2019

COOTBETC; T TPEBOBAHHAM
11 N015897/0 113011 09 usm. Ne 1-8
JEKJIAP, HHATA HA OCHOBAHHH

NpOMOKOR Uc .mglanuﬁ Ne 30820 om 16.10.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam
| POCC RU.0001.21PJI40, Cepmugpuxam POCC SK.®M08.C51378 om 16.10.2019

JATA TIPUHSTHAS AEKJAPAITAH 16.10.2019
ATHBL AEHCTBUTEILHA [0 31.08.2021
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e 1 " CBEJEHHS O PECHCTPALIAN

OPIr'AH 11O ¢ ®UAKAI[AH, 3APETHCTPHPOBABINUN JEKJAPAITHIO

RA.RU 11 8 OPTAH 110 CEPTHOHKALIHHA TTPONVKIIHH OBIECTBO C OIPAHHYEHHOH
OTBETCTBEBHOCTbIO "OKPYVKHOM HHEHTP KOHTPOJLA KAYECTBA",

aopec opaat ayyuu: 115280, 2. Mockea, yn. Macmepxoea, 3. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuy: 115280, POCCHA, z0pod Mocxsa, yn. Macmepxosa, 0. 4, am. 5., men.(495)788-02-88, eeb-
caiim: oyire.pgh|

JAEKJIAP. 'O COOTBETCTBHU 3APETHCTPAPOBAHA M POCC RU J-SK. ®M08.A.40715/19
JIAT, 1M 16.10.2019
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Saneca
Pharmaceuticals

CepTuduxkar anaausa

Cpennss macca Tabnetox
OanoposuocTs A03MPOBAHHA O Macce

OaHOpPOAHOCTD MO MACCE MOAENCHHBIX
Tabnerox

Pacnamaemocts
PacvBopenne
yepes 30 Mun ()
MecToponnne npusecn (BIKX)
H3omep nozaprana
Apyrue eaMHHYHBIE NpHMeCH
O6Guwee conepxanme npuMecet
KoauuecTsennoe onpegenene
JlozapTtas xanna B 1 Tabn,
MnkpoGionorndeckan uncrova
- I'd XIl, kateropua 3A

Obitee 4HCAO a3pOGHBIX
MHKPOOPraHH3MoB
Odbiuee uncno rpubon

Orcytersne Escherichia coli

0,1976-0,2184 r

18/20 Tabn. He Gonee = 7,5 %, 2/20 Tabn. He
Gonee 15 % ot ycranosneHHol cpenneii
MAcchl

18/20 nonoBurok Tabn. e Gonee + 7,5 %,
2/20 nonoenuok Tabn, ve Gonee £ 15 % ot
ycraHoBneHHol cpeaHei Macco

He Gonee 30 Mun

He MeHee 75 %o
te Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,5 %

0,0475-0,0525r

ne Gonee 1000 KOE/r

He Gonee 100 KOE/T
OTCYTCTBHEB I T

Hpodyxm JIOZATI®
Hoxep npodyxma 12004779 Cepus LIMS HV 710609
Hoaep cepuu 2510919 Pazmep euinyigennot cepuu 49 581 YVIIAKOBOK
Ho3upoexa 50 Mr
Hexapcmaennan hopma  TabneTKH, MOKPLITHIE
nneHoqHoi oGonoykoii
Pazaep ynaxosxu 30 Tabn. Hama npogedenus ananuza 26.09.2019
Hama npouzecdcmen 12.09.2019 Cneyugpuxayus 1 NO15897/01-301109
Hama uemevenus cpoxa  31.08.2021 Hosmep pezucmpaynonrozo T NO15897/01
200H0CMH yodocmosepenua:
Cmpana-usmnopmep Poccun Me
HenpiTanue Hopyei PesynabtaTsr
Onuicanne
Onucaune bensie 1 noutH Genbie npoaonrosareie COOTBETCTRYET
LABOAKOBLITYKITbIE TAGMETKH, NOKPLITHE
wienoyHoit ofonoyxoit, ¢ puckoii ¢ obenx
CTOPOH.
MoamAHoCTL
Jloaaptan kanua (BIYKX) RT(obpasua) = RT (crakaapra) HOROKNTENBRENA pe3ynsTaT

0,2053r
COOTBETCTBYET

COOTBETCTBYET

9 MuH

100; 99; 98, 99, 99, 98 %
Hfo

HfO

/o

0,0515r

0 KOE/r

0 KOE/r
OTPHLATENbHBI pe3yaLTaT

CooTpercTRyeT TpeGoBanuam cnetndHKauny,

«CaHeKa PapmMacbiOTHRANE a.¢.», Hutpuancka 100, 920 27 Morosewy, Cnosauxasn PecnyGnua
Ten.: (+421) 33 736 1111, ®axc (+421) 33 730 0890, E-mail {+421) 33 730 0890, e-mail saneca@saneca COM - WaWw SANECE COM

ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a s - c.u 2920123416/1100
KOMMEPMELRUI PEIHCTD PAROHHOTO CyAn Tuans, Palnen Sa, womep scrassy 10601/T
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CepTudukar anaamsa

Tpodyxm JO3ATI®

Homep npodykma 12004779 Cepus LIMS HV 710609

Hoatep cepuu 2510919 Paznep soinyuyernnoii cepun 49 581 YITIAKOBOK
Hozupoexa S0 mMr

JHexapcmeennan opsa  TabreTrH, NOKpLITLIE
rneHogHoH obonouxoit

Pazvep ynaxoexu 30 ta6n. Hama npoeedenun ananuza 26.09.2019

Hama npouzeodcmea 12.09.2019 Creyugbuxayun [T N015897/01-301109
Hama wcmevenun cpoka  31.08.2021 Houep pecucmpayuonnozo IT NO15897/01
200HOCHU yoocmogepenua:

Cmpana-usnopmep Poccus Me

Hactoammm 2 noateepiciaio, 4TO BolllieyXka3aHHas HHpOPMALIHA ABTAETCA BEPHOH H TouHOM. [lpouseoAcTBO AaHK0# cepuy
TPOAYKTa, BK/IOHAA YIIaKOBKY ¥ KOHTPO/Ib KAHECTBA HA COOTBETCTBYIOMMX 00LEXTAX, MONHOCTHIO COOTBETCTBYET TpeGoBaAHNAM
Hannexaneii npoussoncreenHoli npaxtukn (GMP) EC, MECTHBIX PErynSTOPHBIX OPraHos, a Taioke cneund Hxauuam, yKasaHHbIM B
Peructpauvonnom ynocrosepenuu crpasbi-umnoprepa. Ilo pesyssTataM nposepky 3anucel o TIPOUIBOACTEE, YNAKOBKE W aHaM3e
CepHH OBINO YCTAHOBNEHO COOTBETCTBHE TpeGonanuam GMP,

Pajpeseno K npoaaxe

IpouasoncTeeHnas nuowagKka: MecTo BbInycka H KOHTPOAA KAYMecTBA:
«Cancka dapmacbioTHianc a.c.», Hutpuancka 100 «Canexa PapMmacsioTHKanc a.c.», Hurpuadcka 100
92027, I'noroeeu, Cnosauxan PecnyGmmxa 920 27 'noroseu Pecny6auka Crnosakus
Pernctpaunonneiii HoMep: VL 059/13-2 Peructpaunonnstii nomep: VL 059/13-2
Ceprudmkar GMP Ne; SK/009V/2017 Cepraguxar GMP Ne: SK/A09V/2017
YTBepkaero, ynonHomoyeHuoe anuo : Kapnosckas Mapuana [Mara: 30.09.2019

«Canexa GapMacbOTUHAAC a.¢.», HuTpuancka 100. 920 27 Mnorosew, Croeaukan PecnyGnwsa
Ten.: (+421) 33 736 1111, ®axc: (+421) 33 730 0890, E-mail (+421) 33 730 0890, e-mail saneca@saneca.com - www Saneca. com
HCO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a s - c.u, 2920123416/1100

Kommepuecnvdl PHUCTp parcmmors cyns Taasa, pasten Sa. nomep sctasd 106217
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Certificate of analysis
Product LOZAP®
Product number 12004779 Batch LIMS HV 710609
Batch number 2510919 Released quantity 49 581 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30thl Date of analysis 26.09.2019
Manufacture date 12.09.2019 Specification P NO15897/01-301109
Expiry date 31.08.2021 Marketing authorisation P N015897/01
Importing country Russia No.
Test Limits Results
Appearance
Description white to off-white,oval, complies
biconvex film-coated tablets,
hatf-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average mass of 1 tablet 0.1976 g10 0.2184 g 0.2053 g
Uniformity of mass 18720 tbl. NMT + 7.5 %, complies
2/20 tbl. NMT £ 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half tbl. NMT + 7.5 %, complies
2/20 half th). NMT £ 15 %
from determined average mass
Disintegration time in water NMT 30 min 9 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 100;99;98,99:99;98 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % ND
Sum of all impurities NMT 0.5 % ND
Content
Losartan potassium in | tbl. 0.0475g1t00.0525 ¢ 0.0515¢
Microbiological quality
- GF XIi, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinlg negative

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika

Ted: (+421) 33 738 1111, Fax: (+421) 33 730 0880, E-mail: sanecagsaneca com — www saneca com

1ICO 46 833 323 - IC DPH $K2023509842 — Tatrabankaa s =& & 2820123416/1100

DObchodny register Okreandng sy Triave, Oddiel Sa Viodia Sigle 1080HT
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Page 2 of 2

Certificate of analysis

Product LOZAP ®

Product number 12004779 Barch LIMS HV 710609

Barch number 2510919 Released quantity 4958 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 301thl Date of analysis 26.09.2019
Manufacture dare 12.09.2019 Specification P NO15897/01-301109
Expiry date 31.08.2021 Marketing authorisation P NO15897/01
Importing couniry Russia No.

I hereby confinm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Relense for sale

Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : V-15/2019 Authorisation number :  V-15/2019
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
/

Zlbers’

Certified by QP: Karlovska Mariana Certified on: 30.09.2019

Saneca Pharmaceuticals a.5. - Nitianska 100 - 920 27 Hiohovec - Slovenskd republika
Tet (+421)33 736 1111, Fax (+421) 33 730 0890, E-mail: saneca@sanecs.COM — www saneca com

1CO. 46 833 323 - |IC DPH: SK2023599842 - Tawrabankaas - & 0 2020123416/1100
Cbchoday regatet Ohtatnsho sidy Tmave, Oddel Se Viodhs Ltk 10801/



